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DETAILED ACTION 

1 . The amendment filed December 20, 2006 has been received, entered and 
carefully considered. The amendment affects the Instant application accordingly: 

(A) Comments regarding Office Action have been provided drawn to: 

(I) 103(a) rejections, which have been maintained for the reasons or record. 

2. Claims 1-42 are pending in the case. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various clainns was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of tlie obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e). (0 or(g) 
prior art under 35 U.S.C. 103(a). 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966). that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the clainns at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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4. Claims 1-9 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Goosen et al (US Patent No. 4,942,129) in view of Struszczyk et al (US Patent No. 
5,554,445) for the reasons disclosed on pages 2-4 of the Office Action filed September 
20,2006. 

5. Applicant's arguments filed December 20, 2006 have been fully considered but 
they are not persuasive. Applicants argue against the rejection on the ground that the 
references do not disclose a chitosan-calcium (II) complex wherein the calcium (II) ion 
content is greater than or equal to 0.1 wt.% relative to chitosan. This argument is not 
persuasive because the Goosen et al patent does disclose penetration of chitosan into 
a calcium alginate gel matrix, which forms a chitosan-calcium containing complex. 
Although, the Goosen et al patent Is silent regarding the concentration of the calcium * 
ion in the chitosan-calcium containing complex thereof, the utility of the chitosan 
complex in the Goosen et al patent as microcapsules falls within the cited utility of the 
chitosan-calcium complex disclosed in the instant application as having application in 
medicine and pharmacy, which suggests comparable concentrations of calcium in the 
Goosen et al patent. Proportions of ingredients, to impart patentability to an otherwise 
obvious chemical composition, must produce more than a mere difference In degree In 
the properties of the composition. In re Fields (CCPA 1 962) 304 F2d 691 , 1 34 USPQ 
242. The proportions must be critical, i.e., they must produce a difference in kind rather 
than degree. In re Touvay et aL (CCPA 1 958) 264 F2d 901 . 121 USPQ 265; In re Selmi 
et al. (CCPA 1946) 156 F2d 96, 70 USPQ 197; In re Waite (CCPA 1948) 168 F2d 104, 
77 USPQ 586. 

Applicants also argue that one of skill in the art would have no motivation to 
combine or to modify the cited references to arrive at the claimed invention because the 
references deal with different chitosan compositions. This argument is not persuasive 
because one of ordinary skill in this are would be motivated to combine the teachings of 
Goosen et al patent with that of the Struszczyk et al patent since both patents disclose 
chitosan products used in the preparation of membranes. The Struszczyk et al patent is 
only cited to show that the polydispersity. deacetyation degree and water retention 
values disclosed for chitosan in the instant claims are well known in the art. 
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Accordingly, tfie rejection of Claims 1-9 under 35 U.S.C. 103(a) as being . 
unpatentable over the Goosen et al patent in view of the Struszczyk et al patent is 
maintained for the reasons of record. 

6. Claims 10-42 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nies et al (EP 650999 Al ) in view of Hashimoto et al (U.S. Patent No. 5,474,989) for the 
reasons disclosed on pages 4 and 5 of the Office Action filed September 20, 2006. 

7. Applicant's arguments filed December 20, 2006 have been fully considered but 
they are not persuasive. Applicants argue against the rejection on the ground that the 
Nies et al document fails to disclose steps of adjusting the pH of the solutions thereof to 
form gels and that the Hashimoto patent fails to'disclose chitosan gels of any type. This 
argument is not persuasive because the Nies et al does disclose adding salt to the 
chitosan solution thereof, which adjusts the pH of the solution and thus allows gels to be 
obtained. It is well known in the art that chitosan solutions form gels at pH of about 7. 
The Hashimoto et al patent is only cited to show that the use of enzymes to degrade 
chitosan is well known in the art. One of ordinary skill in this art would be motivated to 
combine the teachings of the Nies et al publication with the teachings of the Hashimoto 
et al patent since both documents teaches the preparation of drug compositions 
comprising chitosan. Accordingly, the rejection of Claims 10-42 under 35 U.S.C. 103(a) 
as being unpatentable over the Nies et al publication in view of the Hashimoto et al 
patent is maintained for the reasons of record. 

Conclusion 

8. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final acfion and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from ttie mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



9. All the claims are rejected. 

Examiner's Telephone Number, Fax Number, and Other Information 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Everett White whose telephone number is 571-272- 
0660. The examiner can normally be reached on 9:30 to 6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia A. Jiang can be reached on 571-272-066127. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business .Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Summary 





E. White 



Shaojia A. Jiang 
Supervisory Primary Examiner 
Technology Center 1600 



